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- The WUUNG DA TE of this communication appears on the cover sheet with the correspondence address - 

THE REPLY FILED 21 October 2003 FAILS TO PLACE THIS APPLICATION IN CONDITION FOR ALLOWANCE 
Therefore, further acUonby the applicant is required to avoid abandonment of this application A proper reply to a " 
final reaction under 37 CFR 1.113 may only be either. (1) a timely filed amendment which places the application in 
S^j^' I "J™*?** { 2 ) a ^ m ^^Not[^ of Appeal (with appeal fee); or (3) a timely fried Request for Continued 
Examination (RCE) in compliance wrth 37 CFR 1.114. 

PERIOD FOR REPLY Jcheck either a) or b)] 

ss) Q The period for reply expires months from the mailing date of the find rejection. 

b) □ The period for reply expires on: (1) the mailing date of this Advisory Action, or (2) tte date set forth in the fins* rejection, vrtuchever is later In no 
event, however, will the statutory period for repfy expire later than SIX MONTHS from the maifing date of the final rejection 
S?fYCHECK THIS BOX WHEN THE FIRST REPLY WAS FILED WITHIN TWO MONTHS OF THE FINAL REJECTION. See MPEP 
7uo.07(f). 

u f**"^ ^?""7 to < * tl * nBd Und0f 37 CFR 1 136 < a ) The °" pefifion und«r 37 CFR 1. 135(a) and (he appropriate extension fee 

!^^^ * »^ and thecom^^ondlng amount of the fee. The appro^extEr^^ur^er 

A Notice 6f Appeal was ffled on 27 October 2003. Appellant's Brief must be filed within the period set forth in 
37 CFR 1.192(a), or any extension thereof (37 CFR 1191(d)), to avoid dismissal of the appeal; 

2. Q The proposed amendments) wilf not be entered because: 

'(a) they raise new issues that would require further consideration and/or search (see NOTE below); 
:• ? - -(b) □ they raise the issue Of new matter (see Note below); 

(c) □ they are not deemed to place the application in better form for appeal by materialfy reducing or simplifyind the 

issues for appeal; and/or * 

(d) □ they present additional claims without canceling a corresponding number of finally rejected claims. 

NOTE: 

3. Q Applicant's reply has overcome the following rejections): . 

4. Q Newly proposed or amended claim(s) would be allowable if submitted In a separate, timely filed amendment 

canceling the non-alfowabte daun(s}. 

5. H The aO affidavit, b)D exhibit, or c)S request for reconsideration has been considered but does NOT place the 

application in condition for affowance because: See Continuation steef . 

6. n The affidavit or exhibit will NOT be considered because it is not directed SOLELY to issues which were rtewiy 

raised by the Examiner in the final rejection. 

7.0 For purposes of Appeal, the proposed amendment^) a)Q will not be entered or b)D will be entered and an 

explanation of how the new or amended daims would be rejected is provided below or appended. 

The status of the daim(s) is (or will be) as follows: 

Claim(s) allowed: . 

Claim(s) objected to: . 

Clarm(s) rejected: 15-23. 

Claim(s) withdrawn from consideration: . 

8.D The drawing correction filed on _lsa)D approved or b)Q disapproved by the Examiner. 

9X3 Note the attached Information, Disclosure Statement(s)( PTO-1449) Paper No(s). . 

10O Other: 
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Continuation of 5. does NOT place the application in condition for allowance because. Claims 1 5-23 are rejected under 35 U S C 112. 
first paragraph, because the specification, while being enabling for GLP-1,does not reasonably provide enablement for GLP-1 ' ' 
compounds. Applicant argues that the specificalion leaches how to prepare a thixotroplc gel. Applicant's arguments have been fully 
considered but they are not persuasive because this argument is not germane to (be present rejection. With respect to GLP-1 
compounds Applicant argues that the present application discfoses GLP-1 compounds that can be used to formulate the compositions of 
the invention and that analogs and derivatives of GLP-1 were known in the prior art. Therefore, the present application teaches the 
materials and conditions necessary to produce the claimed compositions. The scope of the term 'GLP-1 compound" does not bear a 
reasonable correlation to the scope of enablement provided by the specification because the specification only reasonably enables 
compounds comprising fragments of the amino acid sequence of GLP-1 wherein said fragments bind the GLP-1 receptor whereas the 
scope of (he term "GLP-1 compound" encompasses any and all compounds having GLP-1 like activity. 

Claims 15-23 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject matter which was not described in the specification 
In such a way as to reasonably convey to one skilled in the relevant art that the inventors), at the time the application was filedhad 
possession or the claimed inventioa Applicant argues that the present application discloses GLP-1 compounds that can be used to 
formulate the compositions of the invention, and that analogs and derivatives of GLP-1 were known and understood by the prior art, such 

n q o 2°% 5188,668 *• n ° l dlsdosed in tne disclosure. The claimed GLP-1 analogs and derivatives in 

U.S. Patent No. 5.1 20.712 all comprise a specific amino add sequence. In contrast, the present claims do not require anv specific 
amino acid sequence. ~ J 

^fl^23are rejected under 35 U.S.C. 1 12. second paragraph, as being indefinite for failing to particularly point out and distinctly 
dawrOhe subject matter which applicant regards as the invention, over the recitation ofthe»erm "GLP-1 compound • AaSteS anues 
5££!£S^ .^^l?5*? 8 "• com P° unds ,nal b * used »<> tonnul-te «he compositions of the invenUon?and that 
T£S£"???*%* ° f QUM T e kwwn underetood »» Prior art. such as U.S. Patent Nos. 5.54S.618. 5188,666 ^nd 
2l 8 arS !TIl tS Have been w, y ""^tiered but they are not persuasive. U.S. Patent Nos. 5,545.618 and 5 88,666 are 

not disclosed in the present disclosure. The claimed GLP-1 analogs and derivatives in U.S. Patent No; 5,t20,7l2 all cornjrfseYsrcific 

d^s2forth UenCe ' COnlraS, • daimS ^ ^ ^ ^ am)n ° aCHl se " uence - ^me4^Ks"S 

JJSiH?! 1 ^? 3 "?J?.? Cted Undef 35 U S a 103(a) * bein9 ""Patentable over Danley (4, cited by Applicants) in view of Avis fu10) and 
Sra SnST r-ndsight reasoning, il mus) be recognized that any judgment on obviousness is in a . 

Z^2^J^Z^^^Z ^v 6380 ^ f f S ° f0nS 35 " 13,585 into ort V """Wedge which was within the 

leva or ordinary skill at the time the daimed invention was made, and does not include knowledge gleaned only from the aoDiicant's 

£S L that 3 Pf oIon ? ed de(lver y Emulation being an aqueous suspension of Insulinotropin precipitates or aggregates can be 
forrned by us.ng precpitants for example, phenolic compounds or basic polypeptides or metal ions or salts, ar^or b?S ShTha^ 
fi^^" °"f.^P-'ant can be used at one time (page 16. lines 4*45). The examiner relies upinSE S ZfiftT 
£S ,1 w ^° blaI 39ent ^ examiner does not rely upon Galloway to supply zinc. Although BalYard may disdose olneT 
methods besides thbcotropy for achieving prolonged action. Ballard discloses the advantages of Ihixotropy (page 1510rtoW column full 
ESSS J W ^r' d m0t '^ 0TO °' 0rdinary Skj " in the art to select thixotropy. The predpitatio^fGLP-1 oy iSS recognized 
by both Dartey and Galloway. Danley recognizes that this is useful for the creation of a protonged delivery formuMfon FurSore 

^S^IS^S: 1 °T !^ ,he f0rmU,aUOn ° f P^^tical ^sperLrVs ar 1 d^Sn?^^hix^Sp^'o; 

used to solve the dUemma involving tow viscosity and rapid settling of solid particles in suspensions and rapid creamlna of emitetonsT 
sed^entatidn : anddaying of suspended partldes; Schott also teaches thixotroplc agents (p^e 31? ZSSZtm 
paragraph 1) The precipitation of GLP-1 zinc would motivate one of ordinary skill in the art to select thUotropy l^»Ztrow 

^' menta ,on «« ds W f prided particles. Thus, the teaching of the precipitator! K>f 255 fSEES? teaming 
away from the creation of a prolonged delivery formulation or the creation of a gel comprising GLP-1 and zinc 



